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ENVIRONMENTAL PROTECTION
~ENCY

~TS—47OO2J;FRL 3847—2]

,1~N2070-AC31

TSCA Section 4(a)(1)(B) Proposed
Statement of Policy

AGENCY: EnvironmentalProtection
Agency(EPA).
ACTION: ProposedStatementof Policy.

SUMMARY: EPA is proposingstandards
andcriteria it intendsto usein
interpretingits legalauthority to make
findingsundertheToxic Substances
ControlAct (TSCA) section4(a)(1)(B)(i)
for determiningsubstantialproduction,
releaseto the environmentin
substantialquantities,and substantial
or significanthumanexposure.This
policy is not intendedto addresshow
EPA establishespriorities for testingor
whetheranyindividual chemicalshould
be tested.Further,EPAdoesnot intend
to requiretestingof everychemicalthat
meetsthe criteriaunderTSCA section
4(a)(1)(B)(i)asarticulatedin this notice
becauseEPA mustalsofind under
TSCA section4(a)(1)(B)(ii) and(iii) that
dataareinadequateto determineor
predict the effectsof thechemicaland
‘hat testingof suchchemicalis

cessary.This noticeis not intendedto
dressthe policy issuesrelatedto how
A identifiescandidatesfor testing.

or thereasonsarticulatedin this
notice, EPA is proposingthat in cases
wheretheactualnumbersfor
production,release,or exposureare
abovecertainquantitativenumerical
thresholds,thesenumbersareperse
substantial.Furthermore,EPAproposes
thatsuchfindingsarealsoappropriate
in situationswherethequantitative
numericalthresholdsarenot met,if
“additional factors”exist.EPA will
continueto developandrefine the
criteriaas its experiencewith chemicals
consideredfor testing evolves,
particularlywith regardto thefindings
of significanthumanexposure,for which
EPA is not proposingaminimum cut-off
in this notice. If EPA needsto provide
further rationalefor its findings beyond
theexplanationpresentedin this
proposal.EPA will articulatethecriteria
usedin making suchfindings in the
proposalfor that individual testrule.
This noticealsoaddressesthe
applicationof theproposedcriteria to
EPA’s existingcumenetest rule (July27,
1988. 53 FR 28195).
DATES: Submitwritten commentson or
keforeSeptember13, 1991.

)DRESSES: Written comments,in
plicate,identified by thedocket
mber(OPTS-47002J)for theproposed

TSCA section4(a)(1)(B)policy
definitionsshould besubmittedto:
TSCA Public DocketOffice (TS—793),
OfficeToxic Substances,Environmental
ProtectionAgency, Em. NE—G004,401 NI
St., SW., Washington.DC 20460.A
public versionof theadministrative
recordsupportingthis actionis
availablefor inspectionat the above
addressfrom 8 a.m. to 12 noon.andI
p.m. to 4 p.m.,MondaythroughFriday,
exceptlegal holidays.

Informationsubmittedin any
commenton this noticemaybeclaimed
as “ConfidentialBusinessInformation.”
Informationso markedwill not be
disclosedexceptin accordancewith
proceduressetforth in 40 CFR part2. A
copyof thecommentthatdoesnot
containCBI must be submittedfor
inclusion in thepublic record.
Informationnot markedconfidentialwill
bedisclosedpublicly by EPA by placing
it in the public recordwithoutprior
noticeto the submitter.
FOR FURTHER INFORMATION CONTACT:
DavidKling, Acting Director.
EnvironmentalAssistanceDivision (‘1’S-.
799), Office of Toxic Substances.rm. E—
543B,401 M St., SW., Washington,DC
20460,(202) 554—1404,TDD (202) 554—
0551.
SUPPLEMENTARY INFORMATION: EPA is
proposingto establishquantitative
criteria (numericalthresholds)andother
factorsfor evaluating“substantial
production,” “substantial”and
“significant” exposure,and
“substantial” releasefindingsasset
forth in testrulesdevelopedunder
TSCA section4(a)(1)(B).In Chemical
ManufacturersAssociationet01., v.
EnvironmentalProtectionAgency,899
F.2d. 344,(5th Cir. 1990),theFifth Circuit
Courtof Appeals(the “Court”)
remandedto EPA therulerequiring
cumenetestingandrequiredEPA to
articulatecriteriafor thefindingsEPA
madein thecumenetestrule (53FR
28195).EPA hasdecidedto usethis
opportunityto proposecriteriafor
makingall findings undersection
4(a)(1)(B)(i) of TSCA.

I. Introduction

Undersection4(a)(l)(B) of TSCA, EPA
mustrequiretestingof a chemical
substanceor mixture (chemical)to
develophealtheffects,environmental
effects,orchemicalfatedata,orother
datarelevantto determiningrisk, if it
finds that:

(1)The chemicalsubstanceor mixture
is or will beproducedin substantial
quantities,and(a) it entersor may
reasonablybe anticipatedto enterthe
environmentin substantialquantities,or
(b) thereis or maybe significantor

substantialhumanexposureto such
substanceormixture,

(2) Thereareinsufficientdataand
experienceuponwhich theeffectsof the
manufacture,distribution in commerce,
processing,use,or disposalof such
substanceor mixtureor any
combinationof suchactivities on health
or the environmentcanreasonablybe
determinedor predicted,and

(3) Testingof suchsubstanceor
mixturewith respectto sucheffects is
necessaryto developsuchdata.
Theseareknownas“releaseor
exposure-based”findingsasopposedto
the “risk-based”findingsof TSCA
section4(a)(1)(A).

OnApril 12, 1990, the Courtremanded
to EPA the TSCA section4 testrule for
cumenein responseto a challengeto the
rule by theChemicalManufacturers
Association(CMA). TheCourt generally
upheldEPA’s factualfindings in the rule
asbeingsupportedby substantial
evidencebut instructedEPA to””
articulatethestandardsor criteriaon
thebasisof which it foundthequantities
of cumeneenteringthe environment
from thefacilities in questionto be
‘substantial’andpotentiallyresulting
humanexposureto be ‘substantial’.”
EPA decidedto usetheopportunity to
explainits criteriafor makingall legal
findings undersection4(a)(1)(B)(i) of
TSCA. This noticeis not intendedto
addressEPA’s policy decisionsfor
selectingchemicalsaspotential
candidatesfor testing.After
considerationof public comments,EPA
will publish afinal noticeon this policy.

TSCA providesEPA with little
guidanceon whatcriteriaandstandards
shouldbe usedin makingsection
4(a)(1)(B) findings.Thestatutedoesnot
definethe terms“significant” or
“substantial.”It is useful, however,to
understandEPA’s legalauthorityin
TSCA section4 in thecontextof the
entirestatute.Thegeneralpurposesof
TSCAaresetforth in TSCA section2(b):

(b) Policy—It is thepolicy of theUnited
Statesthat—

(1) adequatedatashouldbedeveloped
with respectto theeffectof chemical
substancesand mixtureson healthandthe
environmentandthat thedevelopmentof
suchdatashouldbetheresponsibilityof
thosewho manufactureandthosewho
processsuchchemicalsubstancesand
mixtures;

(2) adequateauthorityshouldexist to
regulatechemicalsubstancesandmixtures
which presentanunreasonablerisk of injury
to healthorthe environment.ani to take
actionwith respectto chemicalsubstances
and mixtureswhich areimminenthazards:
and

(3) authorityover chemicalsubstancese~d
mixtures shouldbeexercisedin curb a
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mannerasnot to impedeunduly orcreate
unnecessaryeconomicbarriersto
technologicalinnovationwhile fulfilling the
primarypurposeof this Act to assurethat
such innovationandcommercein such
chemicalsubstancesandmixturesdo not
presentanunreasonablerisk of injury to
healthor theenvironment
(15 U.S.C.2601(b)~1)). -

As explainedin section2 of TSCA,
testingis only a first step.Oncetest
dataareobtained,EPA can then
considerwhetheranyregulatory
restrictionson themanufacturing,
processing,distributionin commerce,
use,anddisposalof the chemicalare
necessary.If EPA decidesthat the
chemicalpresentsanunreasonablerisk
of injury, EPA maythen initiate
rulemakingundersection6of TSCA.
Sincetestingis only afirst stepin
protectingthe public from unreasonable
risk of injury to healthandthe
environment,CongressgaveEPA broad
authority to requiretesting of chemicals
not only whenthereis somepreliminary
concernaboutthechemical(TSCA
section4(a)(1)(A)), but alsoin thecase
of chemicalswith largeproduction(and
releaseorexposure),evenitt the
absenceof anyinformation that the
chemicalmaybehazardousto human
healthor theenvironment.This makes
sensebecausein thecaseof “large”
productionvolumechemicals,it is most
likely that thesechemicalsmayhave
eitherthereleaseor humanexposure
scenariosthatEPA maywish to restrict
basedon the resultsof testing.

Thelegislativehistory of TSCA
providessomeguidanceon criteria to be
usedin making section4(a)(1)(B)
findings: “The conditionsspecifiedin
(TSCA)section4(aXlJ(B) reflectthe
Committee’srecognitionthat thereare
certainsituationsin which testingis
desirableeventhoughthereis an
absenceof informationindicatingthat
thesubstanceor mixturemaybe
harmful” (H. ConL Rept.1341,94th
Cong.,zd seas.(1976),at 18 reprintedin,
A LegislativeHistory of theToxin
SubstancesControlAct (Comm.Print
1976)(“Legislative History”) at 425)and
,~* therearecertainsituationsin

which testing shouldbeconductedeven
thoughthereis anabsenceof
information indicatingthat the
substanceor mixturepersemaybe
hazardous”(H. Conf. Rept.1679, 94th
Cong., 2d sess.(1976),at 61 reprintedin,
LegislativeHistory at 674).The
legislativehistory alsoindicatesthat

* * theAdministratoris not limited to
considerationof sheervoLumeof
productionor exposureat a specific
point in time.Thedurationof the
exposure,thelevel of or intensity of
exposureat variousperiodsof time,the

numberof peopleexposed,or theextent
of environmentalexposureareamong
theconsiderationswhichmay be
relevantin particularcircumstances.”
(LegislativeHistory at 425).

For example,thebenefitsof testinga
chemicalin theabsenceof hazarddata
is demonstratedby testingconducted
underthecumenerule. The sponsorsof
thecumenetesting conductedunderthe
rule found effectsof cumenethatwere
important enoughto submit to EPA
underTSCA section8(e), Noticeto
Administratorof SubstantialRisks,prior
to the time they were requiredto report
thedataunderthe testrule. Also, test
sponsorsindicatedto EPA that they
intendedto notify workersand
consumersabouttheseresults,reduce
workerexposureto cumene,provide
employeetrainingandrevisetheir
materialsafetydatasheetsfor cumene
(Ref. 1).

EPA recognizesthat it should not
interpretthewords“significant” and
“substantial”in ways thatwould require
it to makef’mdings for everychemicalin
commerce,or thestatutewould have
simply requiredtestingfor all chemicals.
Nevertheless,TSCA section4(a)(1)(B)is
designedto supportrisk management
activities undertheotherprovisionsof
TSCA, includingsection6. TSCA is
different from mostotherenvironmental
statutesin that it is intendedto be
preventative.To allow thecontinued
widespreadexposureto chemicalswith
unknownhazardswould becontraryto
thepreventativegoalof TSCA, which
wasexpressedin thelegislativehistory
as foflows:

Thisvastvolume of chemicalshave,~r the
mostpart,beenreleasedinto the
environmentwith littLe or noknowledgeof
theirlong-tern~healthorenvironmental
effects.As aresult,chemicalscurrentlyin
commercialandhouseholdusearenow being
foundto causeorcontributeto healthor
environmentalhazardsunknownat the time
commercialuseof the chemicalbegan.
* * * * .

[I]t is oftenmanyyearsafterexposersto a
harmful chemicalbeforetheeffectsof itS
harmbecomevisible. By thattime it maybe
toolateto reversethoseeffects.
a * a * *

Becauseof thelackof testingby
manufacturersandprocessorsof chemicalsto
determinetheirhealthandenvironmental
effects,thegeneralpopulationandthe
environmentnow serveas the laboratoryfor
discoveringadversehealthand
environmentaleffects. Asidefrom inequities
in relying on humanexperienceto indicate
whena chemicalis harmful,sucha methodis
alsoagrosslyinefficientway to identify
problems.
(LegislatheHistory at411-413),
With greaterthan60,000chemical
substancesin commerceanda scarcity

of knowledgeon thevastmajority, it is
reasonableto interpretTSCAsection
4(a)(1J(B) as authorizing EPA to require
testing for everychemicalthat presents
a scenarioof environmentalor human
exposurewhichmay needto be
addressedon thebasisof testdata.

EPA is proposingquantitativecriteria
(numericalthresholds)andotherfactors
that will generallybe usedto make
thosedeterminationswhile reservingthe
ability to considerotherfactorson a
case-by-casebasis.As a matterof
course,EPA hasreviewedpasttestrules
promulgatedundersection4(a)(1)(B)of
TSCA, thresholdsembracedin both EPA
andnon-EPAregulatoryprograms,and
economicindices in developingthese
criteria. EPA believesthat these
proposedcriteriaandfactorsareboth
appropriateandreasonablefor
implementingthe congressional
mandateof requiringtesting of
chemicalsunderTSCA section
4(a)(1)(B).

EPA hasimplementedapolicy
designedto routinely seekdataon new
chemicalsubstanceswhichmaypresent
widespreadhumanorenvironmental
exposuresthatprovidesastarting point
for the developmentof apolicy for
existingchemicals.Section5(e)of TSCA
providesEPA with theauthority to
regulatenewsubstancespending
developmentof healthand
environmentaleffectsdatabasedon
either thepotentialriskpresentedby the
substance(section5(e)(1)(A)(iiJW)or
thepotentialfor substantialproduction
volumeandsubstantialor significant
humanexposureor substantial
environmentalrelease(section
5(eXl)(A)(ii)(II)).

In initiating thesection5(e)policy,
EPA developedcriteria (guidelines)to
definetheterms“substantial” and
“significant” in the section
5(e)(1)(A)(ii)(I) and5(e)(1)(A){ii){II)
findings.Theseguidelinesareillustrated
in Unit TV. A. of this notice.Becausethe
productionvolumesof newsubstances
aretypically smalleruntil theyhave
beenin productionfor sometimeand
becauseof thegreateruncertaintyin
accuratelypredictingtheexposures
whichmayresult to humansandthe
environmentfrom themanufacturing,
processing,distributionin commerce,
use,and/ordisposalof thesenew
substances,EPA hasadaptedthreshold
valuesfor new substanceswhichare
lower than thosewhichare-being
proposedin thisnoticefor thetestingof
existingchemicalsunderTSCA section
4(a)(1)(B).

-11
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II. ProposedApproach

$ubstanticlProduction

~efirst finding underTSCA section
4~a)(1)(B)is whetherthechemical“is or
will beproducedin substantial
quantities,”referredto as “substantial
production.” EPA is proposingthata
thresholdvalueof 1 million pounds
(lbs.), 454,000kilograms(kgs.),be
establishedas thesubstantial
productionthreshold.EPA believesit is
reasonableto interpretproductionin
substantialquantitiesto meanlarge
production,andthat1 million poundsis
a largeamountof production.TheTSCA
section8(b)inventoryof thechemical
substancesin commerceshowsthat
only about11 percentof the listed
substanceshaveproductionvolumes
over I million pounds,together
accountingfor over95 percentof the
total productionvolume of all
substancesproducedin theUnited
States(Ref. 2). EPA believesthatTSCA
section4(a)(1)(B)givesEPA sufficient
discretionto setthe level of substantial
productionlowerthan 1million pounds
peryeanhowever,it is well within
reasonto find that this smallnumberof
chemicals(i.e., the top 11 percent
accordingto productionvolume), which
accountfor thevastmajority of all

~duction, clearlyarechemicalswith
stantialproductionas that termis
d in TSCA section4(a)(1j(B).
owever.somemay feel thata

substantialproductionthresholdvalue
of I million poundsperyearis too low a
value;othersmayfeel it is toohigh.
Therefore,EPA is soliciting comments
on adoptionof a differentthreshold
valueandthe supportingrationalefor
suchchoice.

Somemanufacturersof chemicalsfor
whichTSCA section4(a)(1)(B)findings
would bemademayclaimthat their
individual productionvolumesof a
particularchemicalareconfidential
businessinformation,EPArecognizes
that wheneverit makesafinding under
TSCA section4(a)(I)(B) basedon the
numericalthresholdfor substantial
production(i.e., 1 million poundsper
year), it would bepublicly
acknowledgingthatthechemicalis or
will beproducedin theaggregatein
quantitiesexceedingI million pounds
per year.EPA doesnot believethat
disclosingto thepublic thefact thata
chemicalis producedin at leastI
million poundsperyearwould bea
disclosureof CBL In makingsucha
finding, EPA would berelying on the
aggregateproductionvolumeof the
~‘emical for all manufacturers.Thus.

\ would not be disclosingspecific
irmation regardinganyparticular
duct.Moreover,astatementthata

productionvolume is at least1 million
pounds,would not disclosesufficient
information to beconsidereda
disclosureof informationwhich might
beentitledto confidentialtreatment.In
anyevent,TSCA section14(a)(4)
authorizesthedisclosureof information
whichotherwisemight beentitled to
confidentialtreatmentwhenrelevantin
anyproceeding,including rulemaking.
providedthat disclosureis madein such
manneras to preserveconfidentiality to
theextentpracticablewithout impairing
theproceeding.By disclosingonly that a
chemicalis orwill beproducedin
volumesof 1 million poundsperyearor
greater,EPA would preserve
confidentialityto theextentpracticable
while still makingfindingsundersection
4(a)(1)(B).

B. SubstantialRelease

If thecriterionfor substantial
productionundersection4(a)(1)(B)(i)(I)
is met, then at leastoneof thefollowing
threeseparatefindingsundersection
4(a)(1)(B)(i)(II) would alsohaveto be
metto legally requiretesting:(1) There
is or maybe substantialrelease,(2)

thereis ormay besubstantialhuman
exposure,or (3) thereis or maybe
significanthumanexposure.Substantial
releaseis discussedin this Unit ILB,
while bothhumanexposurecomponents
arediscussedtogetherin Unit II.C. of
this notice.

EPA believesthat theintentof
Congresswasthat thephrase“enter the
environmentin substantialquantities”
(referredto as “substantialrelease”)
captureschemicalsfor which thereis or
maybe extensivereleaseto the
environmentwhich, in itself, would be
sufficient to requiretesting evenin the
absenceof any information thatthe
chemicalmaybehazardousto human
healthortheenvironmentbecausesuch
releasesmight beamenableto risk
management.In otherwords,aswith
substantialproduction.releaseof
substantialquantitiesmeanslarge
release.EPA is proposingthat,avalue
of 1 million poundsperyearreleaseor
releaseof at least10 percentof total
productionvolume,whicheveris lower,
beestablishedas the threshold.EPA
believesthatI million poundsof release
to theenvironmenteachyearis a
sufficiently large-amountof release
wheretestingcouldberequiredevenin
theabsenceof anyhazardinformation.
TheToxicsReleaseInventory(TRI)
(Ref. 3)establishedundersectiort313 of
theEmergencyPlanningandCommunity
Right.to.KnowAct, 42 U.S.C.11023,
showsthat37 percentof thelisted
chemicalshavereleasesoverI million
pounds.accountingfor over99 percent
of thetotal reportedreleaseson theTRI

by volume released.However, the TRI is
comprisedonly of thereleasesof a
selectgroupof chemicals,andtherefore
maynot berepresentativeof the
releasesof all chemicalsin commerce.
EPA believesthatbecausein actuality.
only 11 percentof all chemicalsare
producedin quantitiesthatexceedI
million pounds,thepercentageof those
chemicalsthat arereleasedin this
quantitywill bemuchsmaller.Although
EPA believesTSCAallows it the
discretionto interpretsubstantial
releaseat amountslower thanI million
poundsperyear,EPA believesit is
reasonableto interprettheterm
“substantialrelease”to include this
limitedgroupof chemicals(i.e.. lessthan
11 percent).

The alternativeof at least10 percent
of productionvolume thresholdis
incorporatedinto this criterion to allow
EPA someflexibility to requiretesting of
chemicalsthat areproducedin
quantitiesequalto orgreaterthanI
million poundsperyear.but thatare
releasedin amountslessthanI million
poundsper year.Although few
chemicalswith productionvolumes
between1 and10 million poundswill
havereleasesof greaterthan10 percent
of productionvolume,EPA believesit is
reasonableto requiretestingof such
chemicalsbecauseareleaseof 10
percentof productionmeansthat a
sizableamountof whatis being
producedis escapinginto the
environment.Given theresultsof the
testing,EPAmay want to act to limit
suchreleases.Again, by settingthelevel
at 10 percentof production,EPA
believesthat this is areasonable
interpretationof EPA’s authorityunder
TSCA section4(a)(1)(B).

However,somemayfeel that theI
million poundsof releaseor10 percent
of productionvolumethresholdmay
leadto inconsistentresults.For
instance,underthesecriteria achemical
with 1 million poundsof productionand
100,000poundsof releasewould met the
criteriafor substantialrelease,while a
chemicalwith 2 million poundsof
productionand100,000poundsof
releasewould not metthecriteria for
substantialrelease.Therefore.EPA
solicits commentson theadoptionof a
fixed threshold,suchas100,000pounds
or I million pounds.

C SubstantialandSignificantHuman
Exposure

TheTSCA section4(a)(1)(B)findings
for humanexposurehavetwo bases:
substantialor significant. Becausea
basicprinciple of statutoryconstruction
is thatwhenCongressusedtwo
differentwords,it intendedthemto
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havetwo different meanings,EPA thesetermswithin the bounds thresholdsetforth in thepolicy andthe
believesthat interpretingthe two words establishedin TSCAand itt its natureof theexposureis alsosignificant
to havedifferentmeaningsis a legislativehistory.Note thatEPA can assetforth in this policy. Thefollowing
reasonableinterpretationof thestatute. makea finding that thereis or maybe TableI comparestheproposedcriteria
UnitedStatesv. Johnson,462F.2d463 both significanthumanexposureand for “substantial”and“significant”
(3rdCir. 1972),cert. denied,410 U.S937 substantialhumanexposureif the exposure:
(1093). EPA hasattemptedto define numberof peopleexposedexceedsthe

TABLE 1.—PROPOSED TSCA SECTION 4(A)(1 )(B) HUMAN EXPOSURE CRITERIA

Category Substantial Sfgniticant

Generalpopulation
Consumers
Workers

100,000 people
10,000 people

1,000workers

< 100,000 peopleexposed more directly or on a routine or episodic basis
< 10,000 people exposed more directly or on a routine or episodic basis

< 1,000 workers exposed more directly or on a routine or episodic basis.

While therewaslittle guidance
providedby thestatuteitself or the
legislativehistory, underTSCA EPA has
traditionally interpretedtheword
“substantial”asa quantitativemeasure,
referringin this caseto widespread
exposure-largenumbersof people.EPA
believesthat it is reasonableto interpret
the term “substantialhumanexposure”
to meanwidespreadhumanexposure,or
in otherwords, exposureto large
numbersof people.This is reasonable
becausewherelargenumbersof people
areexposedto achemical,EPA and
othersshouldhavedataindicating
whetherthechemicalpresentsan
unreasonablerisk, to decidewhether
actionsarenecessaryto protectthe
public againstsuchunreasonablerisk.
EPA doesnot rely on levelsof exposure
in determiningsubstantialexposure,
becausethe risk presentedby alevel of
exposurecannotbedeterminedunless
the toxicity of thechemicalis known.
Further,EPA canalsorequiretesting
underTSCA section4(a)(I)(B) to
determinethelevel of exposureto a
particularchemical.

EPA believesthis is areasonable
interpretationof theword “substantial”
becauseCongressmadeit clear that
EPA shouldrequiretesting underTSCA
section4(a)(1)(B)evenin theabsenceof
information that thechemicalmay be
hazardous,if theother findingscouldbe
made.In risk assessment,it is necessary
to takeinto accountboth the toxicity
andtheexposureto determinethe risk.
Under TSCA section4(a)(1)(B), where
thereis or may be a substantialnumber
of peopleexposedandtoxicity is not
characterized,EPA believesit is
appropriateto obtaindataon those
chemicalsfor whichEPA might consider
furtherassessment.EPA believesthat
when theremay betensof thousandsof
peopleexposedto achemical,
thousandsof consumersexposedto a
chemical,or 1,000workersexposedto a
chemical,it is reasonableto requiretest

dataon thatchemical.EPA believesthat
thedifferentnumericalthresholdsfor
workers,consumers,andthegeneral
populationarenecessaryto reflect the
inherentdifferencesin eachprobable
exposurescenario(e.g.,workers
generallyareexposedon amore routine
or direct basisthanconsumers,and
consumersaregenerallyexposedon a
more directbasisthanthegeneral
public).

Asa generalmatter,EPA hasfound
thatworkerstend to besubjectto
routineorepisodicexposureoveralong
periodof time. Thus, exposure,to be
consideredsubstantial,doesnot haveto
beaswidespreadfor workersas for
consumersor thegeneralpopulation.

Similarly, TSCA andits legislative
history providelittle guidanceabout
whatconstitutessignificanthuman
exposure.UnderTSCA, EPA has
generallyinterpretedthe term
“significant” asrelatingto thenatureor
importanceof exposure.EPA therefore
is proposingto interpret“significant” as
referringto thenatureof theexposure.
EPAbelievesthat if thenatureof some
exposureis sufficientlydirect,largeor
prolonged,evenif thenumberof people
exposedis not “substantial”,thereis a
needto developdataon thechemical
because,on the basis-of thedata,EPA
maytakesomerisk managementaction
to control theexposure.

By its interpretationof “significant
humanexposure,”EPAdoesnot adopt
theapproachsuggestedby CMA in the
cumenelitigation to requiretesting only
if EPA demonstratesthatpeopleare
exposedto levelsthatwould be
consideredtoxic if thechemicalwere
found to be hazardous.EPA rejectsthis
approachbecauseit cannotknowwhat
level of exposureis hazardousuntil the
chemical’stoxicity hasbeenfully tested.
Currently,EPA andthescientific
communitydo not havesufficientdata
aboutthe universeof chemicalsto set
suchan absolutecutoff level for

requiringtesting.Further,EPA rejects
this approachbecauseTSCA section4
requiresonly thatEPA find that there
“is or may besignificantor substantial
humanexposure”(emphasisadded)to a
chemical,not thatEPAdefinitively
proveexposureataparticularlevel.

A finding of significantexposure -

would generallybemadewherethe
numericalthresholdfor numbersof
personsexposedfor substantial
exposureis not met, but thenatureof
the exposureis moredirect thanthat
whichusuallycharacterizesgeneral
populationexposure,consumer
exposure,or workerexposure.For
example,if thereis generalpopulation
exposureto fewerthan100,000people,
but thenatureof theexposureis quite
direct,e.g., via drinking water,EPA may
find that thereis significantexposurefor
purposesof requiringtesting under
TSCA section4. Anexampleof
significantconsumerexposuremight be
wherefewerthan10,000consumersare
exposed,but theconsumersusethe
productneartheir food, orarelikely to
inhale it or dermallycontactthe
substance.

EPA recognizesthat theapproach
explainedin this proposalintegratesto
someextenttheconceptsof
“substantial”and“significant” in
definingwhat constitutes“substantial
humanexposure”by distinguishing
betweenthenatureof theexposureto
workers,consumers,andthegeneral
population.The Court in CMA
recognizedthat therecouldbesome
overlapbetweensubstantialand
significanthumanexposure:~ it is
not necessarilyclearthat ‘significant’
and‘substantial’asusedin clause(II)
mustbeunderstoodin a waythat
preventsany overlapin their respective
meaningsorrequiresthatanyfactor
relevantto onebenecessarilyirrelevant
to the other.” CMA4 at 356,note17.
Finally, EPA believesits approachis a
reasonableinterpretationof its legal
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uthority becausetheremustbe
~istantialproductionbeforeEPA even
siderswhetherthereis ormay be

.jstantialreleaseorsignificantor
substantialhumanexposure.Thusthe
criteria listedabovefor releaseand
exposurewill not resultin testingany
chemicalsotherthan thosein the -

highest11 percentof all chemicals
produced.

D. Additional Factors

EPA would applythegeneric
numericalthresholdsfor mostchemicals
consideredfor actionunderTSCA
section4(a)(1)(B).In somecases,
however,wherethethresholdsare not
met, it maybe moreappropriateto usea
case-by-caseapproachfor making
findingsby applyingother
considerations.That is to say,EPAmay
consider“additionalfactors” for making
findings for chemicalswhichdo not
meetthenumericalthresholdsproposed
hereinfor evaluatingexistingchemicals
underTSCA section4(a)(1)(B).EPA’s
authority to usethis flexible approach
wasrecognizedby the Court in its
decisionregardingthecurnenetestrule.
TheCourtstatedthatEPA’s definition
neednot beprecise— it neednot
“function like amathematicalformula.”
Further,theCourtstatedEPAneednot

‘en adopta definition applicableto all
ses,but mayproceedon acase-by-
s interpretation,if it rationally

~plains its exerciseof discretion.(CMA
at 359.)

An exampleof an~‘addltional factor”
is bioaccumulatiori.Bioaccwnulation
refersto the tendencyof certain
chemicalsto concentratein animal
tissuein increasinglevelsasit
progressesup thefood chain.Theterm
referstoboth uptakefrom water
(bioconcentration)anduptakefrom
ingestedfoodandsedimentresidues
(Ref. 4). Chemicalsthatbioaccwnulate
havebeenfoundin shellfish.,birds,
mammals,andhumanadiposetissue. As
a generalmatter,EPAbelievesthatthe
releaseto theenvironmentof achemical
thatbioaccumulatesis of greater
concernthanthereleaseofa substance
thatdoesnot bioaccumulate.EPA
believesthat the persistenceof a
chemicalin the environment,the
subsequentstorageof achemicalin
animal tissue,andthelikelihoodfor
concentrationof achemicalin thefood
chainarefactorsthatcouldindicatethat
a chemicalshouldbe testedto
determineif risk managementmeasures
arenecessaryeven-atreleaselevels
below thosespecifiedin thegeneral

iteria. Thus,releaseto the
vironmentof achemicalthat
iaccumulatesmaybeconsideredto be
istantialreleaseeven-IftheI.mlllion

poundor 10 percentthresholdfor
substantialreleaseis not met.

Further,existenceof achemicalin
humanadiposetissuemayindicate
widespreadhumanexposureto the
chemical,if thetissuesurveyrepresents
a largepopulation.Therefore,for
example.exposureasdemonstratedby
existenceof a chemicalin theNational
HumanAdiposeTissueSurveymay be
thebasisfor makinga finding of
substantialhumanexposureto the
chemical.

Finally, in somecases,EPA may
consideracategoryof chemicalsfor
testingwhereit doesnot have
information for eachchemicalwithin the
categorythatshowsthat eachchemical
meetsthethresholdsestablishedin this
policy. In thesecases,EPA believesit is
reasonableto usethethresholds
articulatedin this noticefor making
findingson theentire category,rather
thanrequiringEPA to showthateach
individual within thecategorymeetsthe
criteriasetforth in thisnotice.

Ontheotherhand,theremaybesome
instanceswhenachemicalmeetsthe
criteriaproposedin this noticeunder
TSCA section4(aXl)(B)(i), but EPA
decidesnot to proposetesting under
TSCA section4(a)(I)(B) becauseEPA
finds thatdataaresufficientto
reasonablydetermineorpredictthe
effectsof themanufacture,process,
distribution,useanddisposalof the
chemicaland/orthat testingis not
necessary.

Ill. ApplicationofProposedCriteriato
theFinalTestRule for Cwnene

EPA issuedafinal testrule under
TSCA section4(a)(1)(B),requiring
manufacturersandprocessorsàf
cumeneto performhealtheffectstesting.
Basedon theavailabledataon cumena
discussedin Unit IL of thepreambleto
thefinal rule(JuIy.27,1988,53FR 28195)
(Ref.5).andUnit IL of thepreambleto
theproposedrule(November6,1985,50
FR 4611)4),EPA-foundthatcumeneis
producedin substantialquantities,that
thereis ormaybesubstantialhuman
exposurefrom itsmanufacture,
processing,use,anddisposal,andthat it
is releasedin substantialquantitiesto
theenvironmentbasedon estimatesof
release.

EPA foundthat-cnmeneis producedin
substantialquantities.EPA hasfound,
andtheCourt in CMA upheldEPA’s
finding-thatUS.-productionof cumene
in 1984’wasreportedtobe3.35billion
-pounds,andanadditional339million
poundswasimported.For the-reasons
discussedelsewherein this notice,EPA
finds-thatI million poundsofproduction
peryearis sCbstantialproduthonand

therefore,cumeneis producedin
substantialquantities.

Basedon releaseestimates,EPA
found thatcumeneis releasedto the
environmentin substantialquantities.
EPA hasfound, andtheCourt in CMA
upheldEPA’s finding thatthe fugitive
emissionsof cumeneto theatmosphere
from manufacturing,processing,anduse
activitiesareestimatedto be3 million
poundsperyear.For thereasons
discussedelsewherein this notice, I
million poundsof releaseto the
environmentis substantialrelease,and
thereforecumenemaybereleasedinto
theenvironmentin substantial
quantities.

EPA alsofound that theremay be
substantialhumanexposureto cumene.
The industrial releasesof cumeneare
concentratedin afew largemetropolitan
areaswherethemajority of cumene
manufacturingandprocessingfacilities
arelocated.The Courtin CMA found
thattherecordadequatelysupported
EPA’s finding thatapproximately‘13.5
million peopleliving rn-thevicinity of
cumenemanufacturingandprocessing
facilitiesmay beexposedto this
chemical.

WhenCMA briefedits case,it
submitteda monitoringstudynot
submittedascommentson therule that
relatesto thepresenceof many
chemicalsin theHoustonShipChannel
area;including cumene.CMA submitted
thestudyin supportof its argumentthat
therewasnot substantialexposureto
cumene.TheCourt in CMA said.“The
extentto which this informationmaybe
materialmay significantly dependon
thecriteria articulatedor developedby
EPA on remand.We directthatEPA on
remandaffordCMA anopportunityto
presentsuchstudies(andanyothers
thatEPA deemsappropriate)unless
theywouldnot be materialto anyof
EPA’scriteriareliedon for the testing”
(CMA at 380—381).

EPA’s preliminaryreviewof thestudy
indicatesthatthestudypresentsthe
level of curnenefoundat certaintimes in
theHoustonShipChannelarea,rather
thanthenumberof peopleexposed.
Becausethecriteriafor finding that
thereis ormaybesubstantialhuman
exposureis basedon thenumberof
peoplewhich areormaybeexposed,
ratherthan thelevelsof exposure,the
studydoesnotrelateto whetherEPA
couldmakeasubstantialhuman
exposurefinding. However,becausethe
finding that thereis substantial
productionandthatthereis or maybe
substantialreleaseto theenvironment
arelegally sufficientto supportthetest
ruleandthetestingof cumenehasbeen
completed.-itis-not-necessaryforEPAto
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give furtherconsiderationto the
questionof whetherthereis or may be
substantialhumanexposureto cumene
at this time.

Therefore,for the reasonssetforth
elsewherein this noticeproposingthe
minimum criteria for testingunder
TSCA section4(a)(1)(B), andbecause
cumeneexceededthesethresholds,EPA
finds that thereis substantialproduction
of cumeneandthereis or maybe
substantialreleaseof cumenebasedon
its manufacture,processing,use,and
disposal.

IV. Alternativesto ProposedCriteria

4. SubstantialPrnduction

EPA consideredotheroptionsfor
interpreting“substantialproduction”:
First, the220,000pound(100,000kg.)
substantialproductionthreshold(Ref. 6)
usedby EPA underits TSCA section
5(e) authority; andsecond,aproduction
volume thresholdbasedon the
uppermostquartileof chemicals
produced.Thesetwo optionswould
captureessentiallythesamechemicals.
That is to say,chemicalswith
productionvolumesin or nearthe
220,000poundrangeandabove.EPA
thinks that220,000pounds,while
appropriatefor new substanceswhich
inherentlyhavesmallerproduction
volumesearlyin their commerciallife,
may be anunreasonablylow production
thresholdfor an existingchemical.For
thesereasons,EPA thinks that these
optionsarelessappropriatethanthe
proposedcriterion.EPA also solicits
commenton whetherahigherthreshold
shouldbe usedandthesupporting
rationalefor usingsucha higher
threshold.

B. SubstantialRelease

EPA consideredother optionsfor
interpreting“substantialrelease”:First,
the 22,000pound(10,000kg.) substantial
release(all environmentalmedia)
thresholdusedby EPA underits TSCA
section5(e) authority;second,a set
thresholdof I million poundsof release;
andthird, releasegreaterthan10
percentof achemical’sproduction
volume.

EPA believesthat22,000poundsof
release,while appropriatefor new
substanceswhich inherentlyhave
smallerproductionandreleasevolumes
earlyin their commerciallife, could
include thereleasevolumesof most
existing commercialchemicals,andis
thereforenot indicativeof the term
“substantialrelease”asit relatesto
TSCA section4(a)(1)(B).

Also, EPA believesthat assigninga
releasethresholdbasedsolelyon a
fixed releasevolumeof 1 million pounds

is unreasonableandinappropriatefor
determiningreleaseinto the
environmentof “substantialquantities”
of chemicals.A fixed thresholdof 1
million poundswould, in essence,
excludealmostall chemicalswith
productionvolumesof between1 and10
million poundsfrom testingunderTSCA
section4(a)(1)(B), basedon release
volume; renderingthe 1 million pound
“substantialproduction”threshold
meaningless.This is becausefew
chemicalswith productionvolumes
between1 and10 million poundshave
releaseswhichexceed1 million pounds.

Finally, EPA rejectedthepercentage
only approachbecausein theabsenceof
datasimilar to TRI for all chemicals,it
maybe difficult for EPA to determine
preciselywhat percentageof a
chemical’sproductionvolumeis
releasedto theenvironment.
Furthermore,evenwhenreleasesare
lessthan 10 percentof production
volume,theymay be largein quantity
for extremelyhigh productionvolume
substancesandthereforetheymerit
testing.For thesereasons,EPA believes
that theseoptionsarelessappropriate
thantheproposedcriteria. EPA also
solicits commenton whetherahigher
thresholdshouldbeusedandthe
supportingrationalefor using sucha
higherthreshold.

C. SubstantialAndSignificantHuman
Exposure

EPA consideredother optionsfor
interpreting“substantial”and
“significant” humanexposure:First,
definethe terms“substantial”and
“significant” solelyon thebasisof
numbersof peopleexposedwithout
regardto whetherthepersonsare
workers,consumers,or membersof the
generalpopulation,andbase
“significant” humanexposureon the
natureof exposure;or second,adoptthe
“substantial”and“significant” human
exposurethresholdsusedby EPA under
its TSCA section5(e)authority(see
Table 2.).EPA believesthat thefirst
option maynot adequatelyaddressthe
inherentdifferencesin magnitudeand
durationof exposuresto workers,
consumers,andthe generalpopulation.
Option 2 wasrejectedbecausenew
chemicalsaremorelikely to havelower
levelsof exposureor lesswidespread
exposurethan existingchemicalsand
thereforethe levelsandnumbersof
personsexposedusedby EPA in
implementingTSCA section5(e)may be
more appropriatefor new chemicals.For
thesereasons,EPAthinks theseoptions
arelessappropriatethantheproposed
approach.

As discussedabove,quantitativeand
qualitativeguidelineshavebeen

establishedin interpretingeachof the
samestatutorytermsfor the review of
new substancespursuantto EPA’s
TSCA section5(e)authority. In general.
theguidelinesusedfor evaluatingnew
substancesundersection5(e)have
lower thresholdvaluesthanthose
proposedhereinfor section4(a)(1)(B).
Therefore,EPA encouragespublic
commentof the adoptionof the section
5(e)guidelinesfor evaluatingchemicals
undersection4(a)(1)(B).If comments
indicateto EPA that thereis a
sufficientlystrongbasisfor adopting
section5(e) guidelines,or someother
criteria, than thecriteria proposed
hereinby EPA, EPA will consider
adoptingthosecriteria. Thesection5(e)
“substantial”and“significant” human
exposureguidelinesfor all substances
havingannualproductionvolumesof at
least220,000poundsareasfollows:

TABLE 2.—ISCA SECTION 5(e) HUMAN
EXPOSURE GUIDELINES

Substantialand/or
SignificantExposure

Criteria
Descriptionof Criteria

100 workersexposed
by inhalation to ~ 10
mg/day(substantial
andsignificant)

~ 100 workersexposed
to 1—10 mg/dayfor ~
100 days/year
(substantialand
significant)

~ 250 workersexposed
to by routine dermal
contactfor ~ 100
days/year(substantial
andsignificant)

Presenceof the
substancein any
productwhere(1) the
physicalstateof the
substancein the
product;and(2) the
mannerof use would
make exposureslikely
(significant)

~ 70 mg/yearof
exposurevia surface
water (significant)

~ 70 mg/yearof
exposurevia air
(significant)

~ 70 mg/yearof
exposure~a
groundwater
(significant)

1,000 workers
exposed(substantial)

Worke
high numberof

workers exposed

acuteworker exposure..

chronicworker
exposure:
inhalation

dermal

Consumer~

consumerexposure

GeneralPopulation:

ambientsurfacewater
exposure.

ambientair exposure

ambientgroundwater
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TABLE 2.—TSCASECTION 5(e) HUMAN
‘EXPOSURE GUIDELINES—COntinUed

Substantialand/or
Significant Exposure

Critena
Descriptionof Criteria

aggregateambient 22.000lbs/year
exposurethrough releaseto all
surfacewater, ae. environmentalmedia
and groundwater (subsianlial)
(whereteaching
from landfill is
expected).

policy underTSCA section4. docket
numberOPTS—47002J,which is available
for inspectionMondaythroughFriday.
excludinglegal holidays,in rm. NE—
G004,401 M St., SW.. Washington.DC..
20460from 8 a.m. to 12 noon andfrom 1
p.m. to 4 p.m. Thisrecordincludesbasic
information consideredby EPA in
developingthis policy. This record
includesthefollowing information:

(1) Interagencymemoranda.
comments,andproposals.

(2) Reports-publishedand
unpublisheddata.

(3) ChemicalManufacturers
Associationv. EPA,899 F.2l ~44

(5th Cir. 1990).
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